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DETAILED ACTION 

• Receipt is acknowledged of applicant's amendment and remarks, which were filed 
on 2 April 2008. 

• The 35 USC 112, 2 nd paragraph rejection of the previous Office action is withdrawn 
in view of the amendment. 

Response to Amendment 

The declaration under 37 CFR 1 .132 filed on 27 November 2007 is insufficient to 
overcome the rejection of claims 23-25, 27-29, 31-45, 47, 51, 68 and 69 based upon 
Skinner, in view of Miller, further in view of Cristofori as set forth in the last Office action 
because it refers only to the system described in the above referenced application and 
not to the individual claims of the application. Thus, there is no showing that the 
objective evidence of nonobviousness is commensurate in scope with the claims. See 
MPEP §716. Furthermore, the declaration states that the claimed subject matter 
solved a problem that was long standing in the art. However, there is no showing that 
others of ordinary skill in the art were working on the problem and if so, for how long. In 
addition, there is no evidence that if persons skilled in the art who were presumably 
working on the problem knew of the teachings of the above cited references, they would 
still be unable to solve the problem. See MPEP § 716.04. For further explanation, see 
"response to arguments" section, below. 

In view of the foregoing, when all of the evidence is considered, the totality of the 
rebuttal evidence of nonobviousness fails to outweigh the evidence of obviousness. 



Application/Control Number: 10/782,245 
Art Unit: 1618 



Page 3 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 23-25, 27-29, 31-45, 47, 51, 68 and 69 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Skinner (U.S. Patent No. 6,210,710) in view of Miller 
(U.S. Application No. 20050008690), further in view of Cristofori et al. (U.S. Patent No. 
5,252,339). 

Skinner teaches a timed (sustained) release nutritional supplement {see col. 2, 
lines 8-22). The disclosed composition is comprised of: 

• the water-soluble nutritional supplement (ascorbic acid) of instant claims 23-25 {see 
col. 3, line 58); 

• the saccharide (lactose) of instant claims 23-25 and 32-35 {see col. 4, line 49); 

• the excipient (calcium phosphate) of instant claims 23-25 {see col. 4, lines 48-49); 

• the lubricant (magnesium stearate) of instant claims 23-25 {see col. 4, line 59); 

• the agglutinative (hydroxyethylcellulose) of instant claims 23-25 {see col. 2, line 66); 
and 

• the plasticizer (stearic acid) of instant claims 23-25 {see col. 4, line 58); 

• the core and coating of instant claim 28 {see col. 5, lines 9-26); 
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Skinner explains that the disclosed composition is beneficial because it provides 
flexibility in release profiles that are stable and economical for compressed tablets {see 
col. 1, lines 48-56). 

While Skinner does not explicitly teach all the instant claimed percentages, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to determine suitable percentages through routine or manipulative 
experimentation to obtain the best possible results, as these are variable parameters 
attainable within the art. 

Moreover, generally, differences in concentration will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration is critical. "[W]here the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Aller, 220 F.2d 454, 456; 105 USPQ 233, 235 (CCPA 1955). 
Applicants have not demonstrated any unexpected or unusual results, which accrue 
from the instant percentage ranges. 

Skinner teaches that release profiles may be adjusted as desired {see col. 5, 
lines 15-26). Thus, the release profile of instant claims 23 and 51 may be determined 
by a person of ordinary skill in the art based on routine experimentation. 

Skinner does not disclose the capsule of instant claim 29, the silicon dioxide of 
instant claim 37, the talc of instant claim 39, the HPMC of instant claim 41, the Shellac 
of instant claim 43, the chondroitin of instant claim 47, or the glucosamine sulfate of 
instant claim 68. 
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Miller teaches a capsule formulation (see abstract) comprising: 

• the silicon dioxide of instant claim 37 (see example 1 3); 

• the talc of instant claim 39 (see paragraph 0090); 

• the HPMC of instant claim 41 (see paragraph 0060); 

• the Shellac of instant claim 43 (see example 1 3); 

• the chondroitin of instant claim 47 (see example 1 ); and 

• the glucosamine sulfate of instant claim 68 (see example 1 ). 
Skinner does not disclose the diethylphthalate of instant claim 45. However, use 

of diethylphthalate as a plasticizer is well known in the art, as shown by Cristofori (see 
col. 5, line 2). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to disclose water-soluble nutritional supplement in a timed release 
formulation comprising a saccharide, an excipient, a lubricant, an agglutinative, and a 
plasticizer, as taught by Skinner. One of ordinary skill in the art at the time the invention 
was made would have been motivated to make such a composition because it provides 
flexibility in release profiles that are stable and economical for compressed tablets, as 
explained by Skinner. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
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from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 23-25, 27-29, 31-45, 47, 51, 68 and 69 are provisionally rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable over 
claims 1-59 of copending Application No. 10/910,787 (787). Although the conflicting 
claims are not identical, they are not patentably distinct from each other because '787 
claims a timed release composition comprising a saccharide, an excipient, a lubricant, 
an agglutinative, and a plasticizer. See claim 1. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Response to Arguments 

Applicant's arguments regarding the 35 USC 103 rejection filed on 27 November 
2007 have been fully considered but they are not persuasive. 
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1 . Applicant argues that "formulation considerations relating to compressed tablets 
and coated pellets are very different." See remarks, page 30. 

Examiner respectfully submits that "compressed tablet" reads on the "pellet" 
when the latter term is given its broadest reasonable interpretation. Applicant provides 
not special definition of the term "pellet" in the specification. Furthermore, applicant 
claims one pellet or more than one pellets. A dosage form comprising one pellet may 
reasonably be interpreted as a compressed tablet. Finally, applicants do not specify 
how the pellet is formed; based on standard practice in the art, it would be reasonable 
to assume that the pellet is formed by direct compression. 

Thus, it is the position of the examiner that one of ordinary skill in the art, given 
both the prior art and the claims in their present form their broadest reasonable 
interpretation, would find the claimed invention obvious in view of the prior art. See 
MPEP§2111 and 2123. 

2. Applicant argues that the claimed formulation has unexpected results. See 
remarks, page 31 . 

Examiner respectfully submits that applicant does not specify what those 
unexpected results are. The arguments of counsel cannot take the place of evidence in 
the record. In re Schulze, 346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 1965); In re 
Geisler, 116 F.3d 1465, 43 USPQ2d 1362 (Fed. Cir. 1997). See MPEP 2145. 

3. Applicants argue that there is no suggestion to combine the prior art references. 
See remarks, pages 31-32. 
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The examiner recognizes that obviousness can only be established by combining 
or modifying the teachings of the prior art to produce the claimed invention where there 
is some teaching, suggestion, or motivation to do so found either in the references 
themselves or in the knowledge generally available to one of ordinary skill in the art. 
See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988)and In re Jones, 958 
F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, the prior art references all 
relate to the same field of endeavor as the instant application, i.e. controlled release oral 
dosage forms. As explained above, no special definition of the term "pellet" is provided. 
Thus, the formulations of the prior art read on the instant application, as claimed. 
4. Applicant argues that the "finite number of identified, predictable solutions" test of 
the KSR International v. Teleflex Inc. opinion was not met. See remarks, page 32. 

Examiner respectfully submits that the prior art recites a delimited number of 
active ingredients and excipients in controlled release formulations. Included amount 
the recited active ingredients and excipients are those instantly claimed. Since the prior 
art discloses same ingredients as instantly claimed in the same formulation as instantly 
claimed, examiner respectfully submits that the solutions provided by the cited prior art 
are finite and predictable. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

★ 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HASAN S. AHMED whose telephone number is 
(571 )272-4792. The examiner can normally be reached on 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571)272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/H. S. A./ 

Examiner, Art Unit 1618 

/Humera N. Sheikh/ 

Primary Examiner, Art Unit 1618 



